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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6yxaun®, TabaeTKH, MOKPBITHIE MJIeHOYHO#H 060/104K0it, 400mr + 325Mr

Batch No / Cepust Ne : V2201675

Batch Quantity / O0bem nmaptun : 776.0Kg

040001632471, 890001611768

Analytical Report No / AHanuTH4eckuii oTyeT Ne :

Date of Analysis / JlaTa ananmusa: 06.09.2022

Date of Manufacture / IaTa npon3sogcrsa : Aug-2022

[Date of Expiry / Cpox roguoctu :July-2027

Analysis performed according ND / Anann3 nposeaen no H: [1N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanue

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynosugHom
dopmbl, NoOKpbITbIE
NIIEHOYHOWN obonouykon
OpaHXeBoro LBeTa, C puckKoi
Ha OJHOM CTOpOHE, Ha

nonepeyHom paspese — sS40
Genoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkm KancynosuaHowM
dopmbl,  MOKPbITEIE  MAEHOYHOW
000OMNOYKON OpaHXeBOro uBeTa, C
pUcKOA Ha OOHOW CTOPOHe; Ha
nonepevyHoM  paspese A0po
6ernoro Mn@oqm benoro ueeTa

Remarks : The Product conforms to ND/
IIpnmeuanue: Ilpoayxr coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: ITposepeHo: Santosh Kumar | Ono6peno: Menemkep /
Naresh Kumar . Maurya Pyxosoaurens :Manoj Kumar
v { U ~
Print Date: Print Date: Print Date:
Hata: 06.09.2022 Hata:06.09.2022 Hara: 06.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN- 1 R571954P1984PI FNN4ARNT
www.drreddys.com




@
Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxnuH®, TabneTky, IOKPLITHIE MJIEHOYHO#H 000/104K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2201675

Batch Quantity / O6bem maptun : 776.0Kg

Analytical Report No / AHanuTudeckuii oryer Ne @
040001632471, 890001611768

Date of Analysis / lata ananu3za: 06.09.2022

Date of Manufacture / Jlata npousBogcTa : Aug-2022

Date of Expiry / Cpok rognocrn :July-2027

Analysis performed according ND / Ananu3 npoeeaen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2 Identification /
MoannHHoCTL

a) Complies as prescribed/
B cootBeTCcTBMN C

The retention time of the main peaks
on the chromatogram of the test

mass uniformity /
CpeaHsist macca un
OAHOPOJHOCTD MO
macce

Complies /cooTBETCTBUN C

onvucaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemMeHa yaepmBaHUS OCHOBHBIX
nuKoB Ha XpomaTtorpamme
NCNBITYEMOro  pacTeBopa  AONKHbI
COOTBETCTBOBaTb BpeMeHam
yaepXusaHus NUKoB Ha
Xpomarorpamme pacTeBopa
CTan4apTHbIX obpasuos
nbynpocbeHa ©n  napaueTamona
(pasgen «KonuyecTteeHHoe
onpeaesneHve»)
3 |Average weight and 971.9 mg 940,9 mg to 9991 mg

(970,0mg £ 3,0 %) /
Or 9409 w™mr po
(970,0 mr = 3,0 %)

9991 wmr

18/20 tablets — NMT + 59 /
18/20 Tabnetok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Bonee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanuaM H]I

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
IToarorosnexo:
Naresh Kumar

Checked by /
IIposepeHo: Santosh Kumar

Maurya
_(hureys

Approved by: Manager/Executive /
Opnobpeno: Meuemxep /
PyxoBoautens :Manoj Kumar

Print Date:
Jara: 06.09.2022

Print Date:
HaTa:06.09.2022

'mylg,,t
Print Date:

Jara: 06.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 1 R5195AP19R4PI CONASNT
www.drreddys.com -
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUDPHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauu®, TabiteTkH, NOKPLITHIE MJEH0YHO 060J04K0ii, 400Mr + 325Mr

Batch No / Cepns Ne : V2201675

Batch Quantity / O6bem napTun : 776.0Kg

040001632471, 890001611768

Analytical Report No / AHanuTHYecKHii oTueT Ne :

Date of Analysis / lata asanu3za: 06.09.2022 |

Date of Manufacture / Jlata npon3Boacrsa : Aug-2022

Date of Expiry / Cpok rognocru :July-2027

Analysis performed according ND / Anann3 nposegen no HJI: I1 N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTb

07 minutes 34 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacteopeHue

98% - 102%

99% - 102%

NLT 70% (Q) C13H1s02 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nbynpodeH) yepes 30 MuH

Ci3H1502

NLT 70% Q) CsHoNO;
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CgHgNO,

(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacreerHble npumecu

0.03%

0.001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (NpUMech
napauetamorna) — He 6onee 0,005%

7 |Water/Boga

1.5%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanme: [Tponykr cooTBeTcTBYeT TpeboBanuam HJT

Opinion : APPROVED
3akmarouenue: OJOBPEHO

Prepared by /
IloxarorosieHo:
Naresh Kumar

Checked by /
I[IpoeepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens :Manoj Kumar

1

Mol

Print Date:
Jara: 06.09.2022

Print Date:
Jata:06.09.2022

Print Date:
Hata: 06.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LRR195AP1984PLCNNASNT
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTHOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyKkiuH®, Ta01eTKH, NOKPBITHIE NJIEHOYHOIT 000104 KoM, 400Mr + 325Mr

Batch No / Cepus Ne : V2201675

Batch Quantity / O6wem napTuu : 776.0Kg

Analytical Report No / Ananutudecknii oruet No :
040001632471, 890001611768

Date of Analysis / JlaTa ananu3za: 06.09.2022

Date of Manufacture / lata npoussoacrea : Aug-2022

Date of Expiry / Cpok roaunocru :July-2027

Analysis performed according ND / Ananu3s nposexen no HI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
Obwwee yncno
a3poBHbIX
MWUKPOOPraHN3mMoB

b) Total combined
yeasts and mould
count / ObLee Yncno
LPOXOKEBbLIX U
nrecHeBbIX rpnbos

c) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 5 CFU/g /
MeHee 5 KOE/r

Absent / OTtcyTcTBYET

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
Ipumeuanue: [1poaykr coorserctByer TpeboBanmam HJT

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
Iloarorosnexo;
Naresh Kumar

:
b

Checked by /
IIpoBepeno: Santosh Kumar

Maurya

Approved by: Manager/Executive /
Onobpeno: Menexep /
PyxoBoaurens :Manoj Kumar

Print Date:
Hara: 06.09.2022

Print Date:
Hata:06.09.2022

@&ML
Print Date:

Hata: 06.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUHPUKAT AHAJIU3A

Product :_Ii)uclin, film-coated tablets 400 mg + 325 mg
Hoykauu®, TabieTkn, NOKPLITHIE MLIeH0YHOM 060104K0MH, 400Mr + 325Mr

Batch No / Cepust Ne : V2201675

Batch Quantity / O6bem maptuun : 776.0Kg

Analytical Report No / AHanmnTHYeckuii oTuer No :
040001632471, 890001611768

Date of Analysis / JlaTta ananu3za: 06.09.2022

Date of Manufacture / Jlata npoussoacrsa : Aug-2022

Date of Expiry / Cpok rognoctu :July-2027

Analysis performed according ND / Anann3s nposenen no H: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OBHOPOAHOCTL 1.0 MNokasatenb npuemnemoctu (AV)
003MpOBaHNs JormkeH ObITb He Bonee 15,0.
Ibuprofen /
nbéynpodeH Acceptance value (AV) should be
1.1 not more than 15.0 /
Paracetamol / MNMokasaTtens npuemnemocTyn (AV)
napaueTtamon JorkeH 6biTe He bonee 15,0.
10 |Assay/ 400.5 mg 360 to 440 mg of CisH40;
KonuyecteeHHoe (Ibuprofen) per tablet /
onpegenexne Ot 360,0 mr po 440,0 mMr C3H:0:
(nBynpodbeH) B TabneTke
327.25mg

2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CsHgNO,
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/
ITpumevanme: IIpoaykT cooTBercTBYeT TpeboBaHUsaM H]J

Opinion : APPROVED
3aknouenune; OJJOBPEHO

Prepared by /
IloarorosiaeHo:
Naresh Kumar

Checked by /
IIposepeno: Santosh Kumar

Maurya it

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoaurens :Manoj Kumar

el
Print Date:

(e
/
Print Date:

Hata: 06.09.2022

Print Date:
Hata:06.09.2022

Hara: 06.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UOyraIuH®, TabneTKH, NOKPbITLIE IUIEHOYHOIT 060104K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2201675

Batch Quantity / O6nem naprum : 776.0Kg

040001632471, 890001611768

Analytical Report No / AHanuTH4ecknii oTuet Ne :

Date of Analysis / /laTa anamusa: 06.09.2022

Date of Manufacture / lata nponssogersa : Aug-2022

Date of Expiry / Cpok roanocrn :July-2(27

Analysis performed according ND / Ananus nposeaen mo HJ: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTtok
B MNBX/Al 6nuctep. Mo 1
Gnuctepy B navky
KapTOHHYIO BMECTE C
WHCTPYKUWER no
NPUMEHEHMIO.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nuctep. Mo 1, 2 unu 20
BnmMcTepoB B nayky KapTOHHYO
BMECTE C UHCTPYKUMEN Nno
NMPUMEHEHWUIO.

12 | Labeling / Mapkuposka | According to ND / B cooTtseTcTaum ¢ Hl
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpw TemnepaTtype He Bbllwe 25 °C.

14 | Shelf life / Cpok 5years /5 net
rogHoCTU

Remarks : The Product conforms to ND/
IIpumeuanme: [TposykT cootBeTcTBYET Tpe6opanuam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
[ToarorosneHo:
Naresh Kumar

Checked by /
[IpoBepeno: Santosh Kumar

Maurya
y: e

Approved by: Manager/Executive /
Onobpeno: MeHemxkep /
PyxoBoautens :Manoj Kumar

T
-
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/‘
Print Date:

Hara: 06.09.2022

Print Date:
Hata:06.09.2022

Print Date:
Hara: 06.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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